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3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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4) ^ Claim(s) 1-12 and 16-21 is/are pending in the application. 
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5) D Claim(s) is/are allowed. 

6) |EI Claim(s) 1-4, 16 and 21 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) IEI Claim(s) 1-12 and 16-21 are subject to restriction and/or election requirement. 

Application Papers 

9) Q The specification is objected to by the Examiner. 

10) ^ The drawing(s) filed on 28 March 2005 is/are: a)^ accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 
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DETAILED ACTION 

The amendment filed 03/28/2008 has been entered. Claims 1-12 and 16-21 are pending. 
Applicant's election without traverse of group I, claims 1-4, 16 and 21 in the reply filed 
on 03/28/2008 is acknowledged. 
5 Applicant's election of species (c) of claim 2 (amino acids 24-57 of SEQ ID NO: 1) in 

the reply filed on 03/28/2008 is acknowledged. Because applicant did not distinctly and 
specifically point out the supposed errors in the restriction requirement, the election has been 
treated as an election without traverse (MPEP § 818.03(a)). 

Claims 5-12 and 17-20 arc withdrawn from further consideration pursuant to 37 CFR 
10 1 .142(b) as being drawn to a nonelected invention, there being no allowable generic or linking 
claim. Election was made without traverse in the reply filed on 03/28/2008. 

Specification 

The application is not fully in compliance with the sequence rules, 37 C.F.R. § 1.821- 
1.825. Specifically, the specification fails to recite the appropriate sequence identifiers at each 

15 place where a sequence is discussed. See, for example, the paragraph bridging pages 2-3, figure 
4 and figure 6. This is not meant to be an exhaustive list of places where the specification fails 
to comply with the sequence rules. The specification has not been checked to the extent 
necessary to determine the presence of all possible minor errors. Applicant's cooperation is 
requested in correcting any errors of which applicant may become aware in the specification. 

20 The application cannot issue until it is in compliance. Nucleic acid sequences with 1 0 or more 
nucleotides, at least 4 of which are specifically defined, must comply with the sequence rules. 
Amino acid sequences with 4 or more residues, at least 4 of which are specifically defined, must 
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comply with the sequence rules. Sequence identifiers can also be used to discuss and/or claim 
parts or fragments of a properly presented sequence. For example, language such as "residues 14 
to 243 of SEQ ID NO:23" is permissible and the fragment need not be separately presented in 
the "Sequence Listing." Applicant may bring the figure(s) into compliance by amending either 
5 the figure(s) or the "Brief Description of the Drawings" to recite the appropriate sequence 
identifier. 

Correction is required. 

Claim Objections 

Claim 21 is objected to under 37 CFR 1.75(c), as being of improper dependent form for 
10 failing to further limit the subject matter of a previous claim. Applicant is required to cancel the 
claim(s), or amend the claim(s) to place the claim(s) in proper dependent form, or rewrite the 
claim(s) in independent form. The analog of claim 21 could be infringed without infringing the 
fragment of claim 1 . 

Claim Rejections - 35 USC §101 

15 35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of matter, or 
any new and useful improvement thereof, may obtain a patent therefor, subject to the conditions and 
requirements of this title. 

20 Claims 1 and 21 are rejected under 35 U.S.C. 101 because the claimed invention is 

directed to non- statutory subject matter. 

Claims 1 and 21, as written, do not sufficiently distinguish over proteins as they exist 
naturally because the claims do not particularly point out any non-naturally occurring differences 
between the claimed products and the naturally occurring products. In the absence of the hand of 

25 man, the naturally occurring products are considered non-statutory subject matter. See Diamond 
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v. Chakrabarty, 447 U.S. 303, 206 USPQ 193 (1980). The claims should be amended to indicate 
the hand of the inventor, e.g., by insertion of "Isolated" or 'Purified." See MPEP 2105. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
5 basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

10 (e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 

in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 

15 States and was published under Article 21(2) of such treaty in the English language. 

Claims 1 and 2 are rejected under 35 U.S.C. 102(b) as being anticipated by Alberdi (J 
Biol Chem. 1999 Oct 29;274(44):3 1605-12). 

Alberdi teaches a synthetic peptide 34-mer designed from amino acid positions 44-77 
20 (DPFFKVPVNKLAAAVSNFGYDLYRVRSSMSPTTN) of the human PEDF sequence (page 
31606, left column, full paragraph 2). 

The amino acid sequence of the 34-mer is identical to amino acids 24-57 of SEQ ID NO: 

1. 



25 Claims 1-4, 16 and 21 are rejected under 35 U.S.C. 102(e) as being anticipated by Bouck 

(U. S. Patent No. 6,797,691). 

The applied reference has a common inventor with the instant application. Based upon 
the earlier effective U.S. filing date of the reference, it constitutes prior art under 35 U.S.C. 
102(e). This rejection under 35 U.S.C. 102(e) might be overcome either by a showing under 37 
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CFR 1.132 that any invention disclosed but not claimed in the reference was derived from the 
inventor of this application and is thus not the invention "by another," or by an appropriate 
showing under 37 CFR 1.131. 

Bouck discloses a biologically anti-angiogenic active fragment of PEDF comprising 
5 amino acids 44-77 of SEQ ID NO: 1 (paragraph bridging columns 2-3; column 35, full paragraph 
4), wherein the PEDF fragment comprises an altered terminus (paragraph bridging columns 24- 
25 through column 25, full paragraph 1), a composition comprising the biologically active 
fragment of PEDF and a pharmaceutical buffer or excipient, which the examiner also construes 
as a medical device (column 25, line 43 through column 32, line 53), and an anti-angiogenic 
10 analog of the biologically active fragment of PEDF comprising a conservative amino acid 
substitution (column 23, line 42 through column 24, full paragraph 1). 

Amino acids 44-77 of Bouck's SEQ ID NO: 1 are identical to amino acids 24-57 of 
applicants' SEQ ID NO: 1. 



15 Claims 1-4, 16 and 21 are rejected under 35 U.S.C. 102(e) as being anticipated by Bouck 

(WO 01/62725). 

Bouck discloses an anti-angiogenic fragment of PEDF comprising amino acid residues 44 
to 77 of SEQ ID NO: 1 (page 4, full paragraph 5; paragraph bridging pages 12-13; paragraph 
bridging pages 13-14; page 14, full paragraph 1). 
20 Amino acid residues 44 to 77 of Bouck's SEQ ID NO: 1 are identical to the 

corresponding amino acid residues of applicants' SEQ ID NO: I, as indicated below (Qy = 
applicants' SEQ ID NO: 1; Db = Bouck's SEQ ID NO: 1): 
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Query Match 99.7%; Score 2024; DB 4; Length 418; 

Best Local Similarity 99.5%; Pred. No. 4e-176; 

Matches 396; Conservative 2; Mismatches 0; Indels 0; Gaps 0; 

>y 1 NPASPPEEGSPDPDSTGALVEEEDPFFKVPVNKLAAAVSNFGYDLYRVRSSMSPTTNVLL 60 

I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I 
>b 21 NPASPPEEGSPDPDSTGALVEEEDPFFKVPVNKLAAAVSNFGYDLYRVRSSMSPTTNVLL 80 

>y 61 SPLSVATALSALSLGAEQRTESI IHRALYYDLISSPDIHGTYKELLDTVTAPQKNLKSAS 120 

I I I I I I I I I I I I I I I I :: I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I 
)b 81 SPLSVATALSALSLGADERTESI IHRALYYDLISSPDIHGTYKELLDTVTAPQKNLKSAS 140 

)y 121 RIVFEKKLRIKSSFVAPLEKSYGTRPRVLTGNPRLDLQEINNWVQAQMKGKLARSTKEIP 180 

)b 141 RIVFEKKLRIKSSFVAPLEKS YGTRPRVLTGNPRLDLQEINHWVQAQMKGKLARSTKEI P 200 

)y 181 DEI SILLLGVAHFKGQWVTKFDSRKTSLEDFYLDEERTVRVPMMSDPKAVLRYGLDSDLS 240 

)b 201 DEI SILLLGVAHFKGQWVTKFDSRKTSLEDFYLDEERTVRVPMMSDPKAVLRYGLDSDLS 260 

)y 241 CKIAQLPLTGSMS I I FFLPLK VTQNLTLI EESLTSEFIHDI DRELKTVQAVLTVPKLKLS 300 

I I I I I I I I I I I I I I I I I I I I I I I I I I I I I 1 I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I 
>b 2 61 CKIAQLPLTGSMS I I FFLPLKVTQNLTLI EESLTSEFIHDI DRELKTVQAVLTVPKLKLS 32 0 

>y 301 YEGEVTKSLQEMKLQSLFDSPDFSKITGKPIKLTQVEHRAGFEWNEDGAGTTPSPGLQPA 360 

I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I 
)b 321 YEGEVTKSLQEMKLQSLFDSPDFSKITGKPIKLTQVEHRAGFEWNEDGAGTTPSPGLQPA 380 

>y 3 61 HLTFPLDYHLNQPFIFVLRDTDTGALLFIGKILDPRGP 398 

I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I 
)b 381 HLTFPLDYHLNQPFIFVLRDTDTGALLFIGKILDPRGP 418. 



Bouck also discloses an altered terminus (page 34, full paragraph 1 through paragraph 
bridging pages 34-35; paragraph bridging pages 37-38), a composition comprising the 
biologically active fragment of PEDF and a pharmaceutical buffer or excipient, which the 
examiner also construes as a medical device (page 23, full paragraph 1; paragraph bridging pages 
24-25; page 39, line 1 through page 50, full paragraph 1), and an anti-angiogenic analog of the 
biologically active fragment of PEDF comprising a conservative amino acid substitution 
(paragraph bridging pages 35-36) and inserted, substituted and deleted analogs (paragraph 
bridging pages 12-13). 

Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 
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The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

5 

Claim 21 is rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply with the 
written description requirement. The claim(s) contains subject matter which was not described 
in the specification in such a way as to reasonably convey to one skilled in the relevant art that 
the inventor(s), at the time the application was filed, had possession of the claimed invention. 

10 This is a genus claim. The specification and claim do not place any limit on the number 

of amino acid substitutions, deletions, insertions and/or additions that may be made to the PEDF 
fragment of claim 1. Thus, the scope of the claim includes numerous structural variants, and the 
genus is highly variant because a significant number of structural differences between genus 
members is permitted. Structural features that could distinguish compounds in the genus from 

15 others in the protein class are missing from the disclosure. No common structural attributes 
identify the members of the genus. The general knowledge and level of skill in the art do not 
supplement the omitted description because specific, not general, guidance is what is needed. 
Since the disclosure fails to describe the common attributes or characteristics that identify 
members of the genus, and because the genus is highly variant, the PEDF fragment of claim 1 is 

20 insufficient to describe the genus. One of skill in the art would reasonably conclude that the 
disclosure fails to provide a representative number of species to describe the genus. Thus, 
applicant was not in possession of the claimed genus. 

Conclusion 

No claims are allowable. 

25 Any inquiry concerning this communication or earlier communications from the examiner should be directed to 

Davids. Romeo whose telephone number is (571)272-0890. The examiner can normally be reached on Monday through 
Friday from 9:00 a.m. to 5:30 p.m. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 

SUPERVISOR, MANJUNATH RAO, CAN BE REACHED AT (571)272-0939. 
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If submitting official correspondence by fax, Applicants are encouraged to submit official correspondence to 
the central fax number for official correspondence, which is (571 ) 273-8300. 

Customers are also advised to use Certificate of Facsimile procedures when submitting a reply to a non-final 
or final Office action by facsimile (see 37 CFR 1 .6 and 1 .8). 

Any inquiry of a general nature or relating to the status of this application or proceeding may be obtained 
from the Patent Application Information Retrieval (PAIR) system. Status information for published applications maybe 

OBTAINED FROM EITHER PRIVATE PAIR OR PUBLIC PAIR. STATUS INFORMATION FOR UNPUBLISHED APPLICATIONS IS AVAILABLE THROUGH 

Private PAIR only. For more information about the PAIR system, see http://pair-direct.uspto.gov. Contact the 
Electronic Business Center (EBC) at 866-217-9197 (toll-free) for questions on access to the Private PAIR system, 

/David S Romeo/ 

Primary Examiner, Art Unit 1647 

DSR 

July 6, 2008 



